Award Number: W81lXWH-04-1-0528

TITLE: Relationship of Neurocognitive Function to Breast Cancer
Treatment and Induced Menopause

PRINCIPAL INVESTIGATOR: Amy L. Kenefick, Ph.D.

CONTRACTING ORGANIZATION: University of Connecticut
Storrs, CT 06269-1133

REPORT DATE: May 2005 | (
TYPE OF REPORT: Annual

PREPARED FOR: U.S. Army Medical Research and Materiel Command
Fort Detrick, Maryland 21702-5012

DISTRIBUTION STATEMENT: Approved'for Public Release;
Distribution Unlimited

The views, opinions and/or findings contained in this report are
those of the author(s) and should not be construed as an official
Department of the Army position, policy or decision unless so
designated by other documentation.

S s o




REPORT DOCUMENTATION PAGE O o g ongs

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining
the data needed, and completing and reviewing this collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden to Washington Headquarters Services, Directorate for Information Operations and Reports, 1215 Jefferson Davis Highway, Suite 1204, Artington, VA 22202-4302, and to the Office of
Management and Budget, Paperwork Reduction Project (0704-0188), Washington, DC 20503

1. AGENCY USE ONLY 2. REPORT DATE 3. REPORT TYPE AND DATES COVERED

{Leave blank) May 2005 Annual (1 May 2004 - 30 Apr 2005)
4. TITLE AND SUBTITLE - _ 5. FUNDING NUMBERS
Relationship of Neurocognitive Functlon to Breast Cancer W81XWH-04-1-0528

Treatment and Induced Menopause

6. AUTHOR(S)
Amy .L. Kenefick, Ph.D.

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES) 8. PERFORMING ORGANIZATION
University of Connecticut REPORT NUMBER
Storrs, CT 06269-1133

E-Mail:  Amy .kenefick@uconn.edu

9. SPONSORING / MONITORING 70. SPONSORING / MONITORING
. AGENCY NAME(S} AND ADDRESS(ES) AGENCY REPORT NUMBER

U.S. Army Medical Research and Materiel Command »
Fort Detrick, Maryland 21702-5012 : .

11. SUPPLEMENTARY NOTES

12a. DISTRIBUTION / AVAILABILITY STATEMENT ' 12b. DISTRIBUTION CODE
Approved for Public Release; Distribution Unlimited

13 ABSTRACT {Maximum 200 Words)

This award ‘builds on the grantee s exten31ve cllnlcal background in ~

women’ s health and primary care by facilitating the transition from geriatric research
to breast cancer research. The grant has a training component which includes formal and
informal experiences related to NCF, cancer research and research methodology, and a
research component which includes the design and execution of a nine-month longitudinal,

" repéated measures, descriptive study of NCF in a group of women receiving chemotherapy for
breast cancer. To clarify the role of induced menopause in NCF, the subjects will be
compared to a group experiencing surgically induced menopause. Reséarch project activities
have been prioritized. The study has been designed, a clinical site has been chosen and
negotiations with that site have been successfully concluded. A research assistant has
been hired and begun training. The very slow human subjects review process has delayed
beginning subject recruitment and data collection. Formal coursework will take place in
year two. Training activities have included attending conferences and interdisciplinary
meetings, presenting research, writing papers based on research done with the mentor and
reading materials related Fo the design and management of longitudinal research and
clinical trials, particularly in cancer.

_ 14 ‘SUBJEC T TERMS 15. NUMBER OF PA GE§
| Cognitive, menopause, symptoms, quality of life A

16. PRICE CODE

17. SECURITY CLASSIFICA TION "18. SECURITY CLASSIFICATION | 19. SECURITY CLASSIFICATION 20. LIMITATION OF ABSTRACT
OF REPORT OF THIS PAGE OF ABSTRACT ) : '
Unc1a551f1ed Unclassified } Unclassified Unlimited
NSN 7540-01-280-5500 Standard Form 298 (Rev. 2-89)

Prescribed by ANSI Std, 239-18
298-102




Table of Contents

OV T 4 e et s s s s s onssasssaoesssesoosoossnssnsesvocsssansonsesssessss ‘e N
Form 298....... teee s st et i e e s e ece st st ataas e nan c e et s .
Table of ContentsS.. vt rioneneceannaenns t e e et et e sttt e
1598 o oo Yo R T i o o ce e res et
Body .......................................... S e e e b s e e s e s s oo .o ees e
Key Research Accomplishments......iivinieieeseeenieesenocansnnas Chesee e
Reportable OUtCOmMES . i i it iiit it ieti oot enenesnsssnssssessssassnsoses e .
CONClUSIONS .t nveerereenereeeennnns . ch e esen et e ranenan N

YO W D D WK



Introduction

This is the first annual report for the Clinical Nurse Research Award:
Relationship of Neurocognitive Function (NCF) to Breast Cancer Treatment and
Induced Menopause. The grant has a training component and a research
component. The training component includes formal and informal experiences
related to NCF, cancer research, and research methodology. The research
component includes the design and execution of a nine-month, longitudinal,
repeated measures, descriptive study of NCF in a group of women receiving
chemotherapy for breast cancer. To clarify the role of induced menopause in
the experience of NCF, the subjects will be compared to a group experiencing
surgically induced menopause.

Body

The study has been designed. A clinical site has been chosen and negotiations
with that site have been successfully concluded. A research assistant has
been hired and begun training. The Human Subjects review by appropriate
Institutional Review Boards is underway. The very slow IRB process has
delayed beginning subject recruitment and data collection.

Technical Difficulties and Variance from Original Statement of Work

Due to lack of clarity about timing of the research project, I have postponed
coursework to this coming academic year. As soon as the grant was funded in
May, 2004, I began receiving requests from the DOD to submit human subjects
materials as soon as possible. I had expected to design the study based on
what I had learned in the coursework. Because I understood that I was expected
to begin data collection during the first year of the grant, I prioritized
research activities, and postponed coursework. I completed designing the
study, formalizing the protocol and obtaining a clinical site for data
collection. I submitted documents for Human Subjects review. I expected to be
in data collection late in 2004 or early in 2005.

I have experienced substantial delays in hearing from each of the
Institutional Review Boards for this study. I received approval from the
clinical site on 8/30/2004. Expedited approval from the University of
Connecticut came on 11/17/2004 but was backdated to be consistent with the
clinical site date of 8/30/2004. I sent protocols via the CDMRP website on
12/6/2004. I received request for revisions on 5/2/2005. After these
revisions are accepted, I will need to resubmit to the IRBs at the clinical
site and the university, both because of the need to make revisions based on
the revisions requested by the DOD and because the original IRB approvals will
expire shortly.

Key Research Accomplishments

Attend appropriate research conferences.

¢ Attended 8th National Cancer Nursing Research Conference, Oncdlogy
Nursing Society. Presentations about analysis of longltudlnal data were
partlcularly useful for my work.

e Attended 17th Annual Scientific¢ Sessions of the Eastern Nursing Research
Society. Heard several presentations related to cancer research and its
methodological issues. Presented research on older women with breast
cancer.



¢ Attended Association of Women’s Health, Obstetric and Neonatal Nurses
Annual Convention. Presented research on racial disparities in breast
cancer.

Throughout the entire training program, identify and attend grand rounds,
colloquia, and journal clubs that address topics related to breast cancer
research.

o Met with mentor, Dr. Ruth McCorkle, at Yale School of Nursing.
¢ Attended post-doctoral research meetings at Yale.

e Attended monthly meetings with breast cancer researchers in basic and
clinical sciences at the University of Connecticut Cancer Center.

¢ Joined Advanced Nursing Research Special Interest Group, Oncology
Nursing Society

Attend DOD BRCP research dissemination meeting

¢ Scheduled for June, 2005.

Interview research assistants; Recruit and train the research assistants

e Hired Joyce Thielen, MS, RN, doctoral student to be research assistant.
Training ongoing.

Solidify liaisons with clinical sites for data collection

¢ Successfully ﬁegotiated to establish plan for data collection at D’Amour
Cancer Center, Baystate Medical Center, Springfield, MA.

e Began inquiries at the University of Connecticut Health Center.

Select appropriate measures

e Instruments selected and obtained from vendors.

Finalize design of the research protocol

® Will collect initial data at or before first chemotherapy treatment ot
before hysterectomy. Subsequent data will be collected at two, six and
nine months following initial data.

Determine appropfiate number of subjects (estimate 40)

e Based on consultation with statistician, recruitment goals are 25 breast
cancer patients and 25 hysterectomy patients.

e Developed plan for accrual and retention of subjects.

Obtain human subjects approval

¢ Obtained human subjects approval from Baystate Medical Center and the
University of Connecticut

¢ Submitted human subjects materials to DOD. Revisions are pending.



Reportable Outcomes
Presentations

e Researching Symptom Experience Following Surgical Treatment of Breast
Cancer, University of Connecticut Health Center, May 19, 2005.

¢ Patterns of Symptom Distress in Elderly Women with Breast Cancer.
Poster, Distinguished Scholars Day, University of Connecticut, April 14,
2005

e Patterns of Symptom Distress in Elderly Women with Breast Cancer.
- Paper, 17th Annual Scientific Sessions of the Eastern Nursing Research
Society, April 8, 2005.

e Relationship of Neurocognitive Function to Breast Cancer Treatment and
Induced Menopause, University of Connecticut Health Center, December 16,
2004

e Relationship of Neurocognitive Function to Breast Cancer Treatment and
Induced Menopause, University of Connecticut School of Nursing Advisory
Board and UConn Foundation, October 1, 2004.

¢ Questioning the Information on Delay and Racial Disparities in Breast
Cancer Survival, Paper, Association of Womens Health, Obstetric and
Neonatal Nurses Annual Convention, “Challenging the Status Quo”, June
29, 2004. ‘

Manuscrigté

¢ Patterns of Symptom Distress in Older Women after Treatment for Breast
Cancer (under review)

Employment or research opportunities applied for and/or received based on

experience/training supported by this award.
e Promoted to Associate Professor, granted tenure at University of
Connecticut School of Nursing
e Member, Breast Cancer Research’Cooperative, University of Connecticut
Cancer Center :

Conclusions

This award builds on the grantee’s extensive clinical background in
women’s health and primary care by facilitating the transition from geriatric

.research to breast cancer research. The grant has a training component which

includes formal and informal experiences related to NCF, cancer research and
research methodology, and a research component which includes the design and
execution of a nine-month longitudinal, repeated measures, descriptive study
of NCF in a group of women receiving chemotherapy for breast cancer. To
clarify the role of induced menopause in NCF, the subjects will be compared to
a group experiencing surgically induced menopause. -

Research project activities have been prioritized. The study has been
designed, a clinical site has been chosen and negotiations with that site have
been successfully concluded. A research assistant has been hired and begun
training. The very slow human subjects review process has delayed beéginning
subject recruitment and data collection. Once the human subjects review
process is complete, subject accrual and data collection will begin.

Formal coursework will take place in year two. Training activities have

included attending conferences and interdisciplinary meetings, presenting
research, writing papers based on research done with the mentor and reading



materials related to the design and management of longitudinal research and
clinical trials, particularly in cancer.
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